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— AMENDMENTS TO THE CLAIMS 

Claim 1 (currently amended): A clinical trial management system comprising: 

a main database of information concerning prior clinical trials and resources available to 
conduct future clinical trials, the information concerning prior clinical trials being at least in part in 
the form of a protocol of (a) scheduled visits of a test subject to a treatment site, (b) measurement of 
prescribed physical attributes of the subject during the visits and (c) administration of at least one 
prescribed medical product to the subject during the visit to determine over time the subject's 
response thereto, the protocol of a prior clinical trial being stored in said main database in the form 
of a software template; 

a main processor controlling access to said main database; and 

at least one user processor in communication with said main processor to negotiate access to 
said main database, said user processor and main processor running a program that permits the 
design and trackifl g desiKns and tracks at said user processor of a clinical trial through access by said 
user processor to at least one software template in said main database and modification of the 
template te-fefmutat efor formulating a new clinical trial. 

Claim 2 (original): The clinical trial management system of claim 1 further comprising: 
a subsidiary database; 

a subsidiary processor controlling access to said subsidiary database, said subsidiary 
processor being in communication with said main processor to controlling replication of a portion of 
the data in the main database to said subsidiary database; 
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at least one subsidiary user processor in communication with said subsidiary processor, said 
subsidiary processor and subsidiary user processor running the program so as to permit the design 
and tracking at said subsidiary user processor of a clinical trial based on data in said subsidiary 
database. 

Claim 3 (original): The clinical trial management system of claim 2, wherein said subsidiary 
processor, subsidiary database and subsidiary user processor are located in a csrtain geographical 
location remote from the location of said main database and said main processor; and 

wherein the portion of data replicated to said subsidiary database relates to clinical trials in 
said certain geographical location. 

Claim 4 (original): The clinical trial management system of claim 3 wherein the portion of data in 
said subsidiary database includes at least one template of a clinical trial protocol previously created 
according to requirements prevalent in the certain geographical location. 



Claim 5 (original): The clinical trial management system of claim 3, 

wherein the portion of data in said subsidiary database can be altered by said subsidiary user 
processor and the data in the main database can be altered by said user processor; and 

wherein said main processor and said subsidiary processor periodically operate to 
synchronize the replicated and changed data at said main database and said subsidiary database, 
with changes at said main database predominating over changes at said subsidiary database. 
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Claim 6 (original): The clinical trial management system of claim 1 wherein said main processor 
and main database are in an organizational environment which includes other databases with 
specialized information useful in formulating clinical trials; and 

further including a communications link with said other databases and means for replicating 
selected portions of the data in the other databases into the main database. 

Claim 7 (original): The clinical trial management system of claim 6 wherein the other databases are 
one of a human resources database of personnel and location information, a finance database of 
budget authorization and cost information and a clinical supplies database of information on the 
availability of various clinical medicaj products. 

Claim 8 (original): The clinical trial management system of claim 1 further including a display at 
the user processor which is operative to display the clinical trial protocol as a list of visits in 
sequence that form the protocol, with minor tasks that make up a major task indented under the 
major task. 

Claim 9 (original): The clinical trial management system of claim 8 wherein said users processor 
can used to input information concerning completion of tasks in the protocol, and the display is 
updated to show progress of the trial. 
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Claim 10 (original): The clinical trial management system of claim 9 wherein the program 
automatically indicates the completion of a major task when all of its minor related tasks are 
completed. 

Claim 1 1 (original): The clinical trial management system of claim 1 wherein the program is in the 
form of modules. 




Claim 12 (original): The clinical trial management system of claim 11 wherein the program 
includes a reports module that generates reports of the status of the trial for presentation on the 
display. 

Claim 13 (original): The clinical trial management system of claim 11 wherein the program 
includes a reports module that generates messages to personnel concerning actions to take to 
advance the trial. 



Claim 14 (original): The clinical trial management system of claim 13 wherein at least one of the 
messages is to a provider of clinical supplies for the trial to inform it of the medical products needed 
for the trial. 

Claim 15 (original): The clinical trial management system of claim 3 wherein the program includes 
a site management module for indicating the conditions at the certain geographical location, 
including the portion of any protocol to be carried out in that geographical location. 
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Claim 16 (original): The clinical trial management system of claim 15 wherein information about 
the completion of tasks in the protocol at the certain geographical location are entered by the 
subsidiary user processor in the subsidiary database, and the site management nodule updates the 
portion of the protocol related thereto. 




Claim 17 (original): The clinical trial management system of claim 1 further including a portable 
processor running the program, said portable processor operating with said main processor to 
transfer to the portable processor a copy of a portion of the main database related to a site for the 
clinical trial in a certain geographical area, said main processor locking the portion of the main 
database that was copied, said portable processor receiving information about the completion of 
tasks in the protocol at the certain geographical area and modifying the copy as a result thereof, and 
said portable processor operating with said main processor to transfer to and update the main 
database with the modified copy of the data and to unlock that portion of the maiii database. 



Claim 18 (withdrawn) 



Claim 19 (currently amended): A clinical trial management system comprising: 

a main database of information concerning resources available to conduct clinical trials; 
a main processor controlling access to said main database; 

at least one user processor in direct communication with said main processor to negotiate 
access to said main database, said user processor and main processor running a program that permit 
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the d e sign o f desig ns a clinical trial in the form of a protocol of tasks to be completed and the 
tracking o ( tracks the completion of the tasks in the protocol at said user processor; 
a subsidiary database; 



processor being in communication with said main processor to controlling replication of a portion of 
the data in the main database to said subsidiary database; 

at least one subsidiary user processor in communication with said subsidiary processor, said 
subsidiary processor and subsidiary user processor running the program so as to pormit the design 
and tracking track_at said subsidiary user processor ef-a protocol based on date, in said subsidiary 
database. 



wherein said subsidiary processor, subsidiary database and subsidiary user processor are 
located in a certain geographical location remote from the location of said main database and said 
main processor; and 

wherein the portion of data replicated to said subsidiary database relates to clinical trials in 
said certain geographical location. 

Claim 21 (original): The clinical trial management system of claim 20 wherein ilie portion of data 
in said subsidiary database includes at least one template of a clinical trial protocol previously 
created according to requirements prevalent in the certain geographical location. 
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Claim 20 (original): The clinical trial management system of claim 19 f 
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Claim 22 (original): The clinical trial management system of claim 20, 

wherein the portion of data in said subsidiary database can be altered by said subsidiary user 
processor and the data in the main database can be altered by said user processor, and 

wherein said main processor and said subsidiary processor periodically operate to 



synchronize the replicated and changed data at said main database and said subsidiary database, 
with changes at said main database predominating over changes at said subsidiary database. 

Claim 23 (original); The clinical trial management system of claim 19 wherein said main processor 
and main database are in an organizational environment which includes other databases with 
specialized information useful in formulating clinical trials; and 



selected portions of the data in the other databases into the main database. 

Claim 24 (original): The clinical trial management system of claim 23 wherein ihe other databases 
are one of a human resources database of personnel and location information, a finance database of 
budget authorization and cost information and a clinical supplies database of information on the 
availability of various clinical medical products- 
Claim 25 (original): The clinical trial management system of claim 19 Anther including displays at 
the user processor and subsidiary user processor which are operative to display the clinical trial 
protocol as a list of visits in sequence that form the protocol, with minor tasks that make up a major 
task indented under the major task. 
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Claim 26 (original): The clinical trial management system of claim 25 wherein said user processors 
and subsidiary user processors can used to input information concerning completion of tasks in the 
protocol, and the display is updated to show progress of the trial. 



Claim 27 (original): The clinical trial management system of claim 26 wherein the program 
automatically indicates the completion of a major task when all of its minor related tasks are 
completed. 




Claim 28 (original): The clinical trial management system of claim 19 wherein the program is in 
the form of modules. 



Claim 29 (original): The clinical trial management system of claim 27 wherein the program 
includes a reports module that generates reports of the status of the trial for presentation on the 
display. 



Claim 30 (original): The clinical trial management system of claim 27 wherein the program 
includes a reports module that generates messages to personnel concerning notions to take to 
advance the trial. 
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Claim 31 (original): The clinical trial management system of claim 29 wherein at least one of the 
messages is to a provider of clinical supplies for the trial to inform it of the medical products needed 
for the trial. 



Claim 32 (original): The clinical trial management system of claim 19 wherein the program running 
on said subsidiary user processor includes a site management module for indicating the conditions 
at the certain geographical location, including the portion of any protocol to be carried out in that 
geographical location. 

Claim 33 (original): The clinical trial management system of claim 32 wherein information about 
the completion of tasks in the protocol at the certain geographical location are entered by the 
subsidiary user processor in the subsidiary database, and the site management module updates the 
portion of the protocol related thereto. 



Claim 34 (original): The clinical trial management system of claim 19 further ir eluding a portable 
processor running the program, said portable processor operating with said main processor to 
transfer to the portable processor a copy of a portion of the main database related to a site for the 
clinical trial in a certain geographical area, said main processor locking the portion of the main 
database that was copied, said portable processor receiving information about the completion of 
tasks in the protocol at the certain geographical area and modifying the copy as a result thereof, and 
said portable processor operating with said main processor to transfer to and update the main 
database with the modified copy of the data and to unlock that portion of the main database. 

(W:\02994\100F606-000V0Q0S2333.DOC HllL1l3:iIITli31Ul!|||||lIini > 



PAGE 14/20 ' RCVD AT 1 1/1312003 12:03:02 PM [Eastern Standard Time] * SVR:USPTO-EFXRF-2/0 " DN1S:7468000 * CSID:212 753 (237 * DURATION (mm-ss):0544 



: 673 7 



11/13/2003 12:04 FAX 212 753 6237 DARBY & DARBV PC @015/020 



Application No.: 09/655,667 12 Docket No.: 2994/1F606US1 



Claim 35 (original): The clinical trial management system of claim 19 wherein there are a plurality 
of user processors located at different clinical trial sites in the geographical area in which the main 
processor and main database are located. 



Claim 36 (original): The clinical trial management system of claim 19 wherein -.here are a plurality 
of subsidiary processors and subsidiary databases each located in respective geographical areas that 
are different from the geographical area in which the main processor and main database are located. 

Claim 37 (original): The clinical trial management system of claim 36 wherein Ihere are a plurality 
of subsidiary user processors located in each geographical area in which a subsidiary processor and 
subsidiary database are located, said plurality of subsidiary user processors being connected to the 
subsidiary processor in their respective geographical area. 

Claim 38 (original); The clinical trial management system of claim 37 in which the geographical 
areas are countries. 

Claims 39-42 (withdrawn) 

Claim 43 (currently amended): A clinical trial management system comprising; 

a main database of information concerning resources available to conduct clinical trials; 
a main processor controlling access to said main database; 
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at least one user processor in direct communication with said main processor to negotiate 
access to said main database, said user processor and main processor running a program that permits 
^-des>CT-€» ftiesigns a clinical trial and the input of information with regard to the completion of 
tasks forming a protocol for the clinical trial and th e trackin g- ^tracks the completion of the tasks at 
said user processor, a portion of said program printing forms determined by the data in the system. 

Claim 44 (original): The clinical trial management system of claim 43, 

further including a subsidiary processor, subsidiary database and subsidiary user processor 
located in a certain geographical location remote from the location of said main database and said 



main processor; and 

wherein a portion of data in the main database is replicated to said subsidiary database and 



relates to clinical trials in said certain geographical location. 

Claim 45 (original): The clinical trial management system of claim 19 wherein the system manages 
a plurality of clinical trials with separate protocols, at least some of the separate protocols having 
major tasks made up of a plurality of minor tasks that are common to them, and wherein the 
program automatically indicates the completion of a common major task in the separate protocols 
when all of the minor related tasks are completed. 
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